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Pregabalin Capsules
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Pregabalhr 150 mg
Approved colours used in the capsule shells.

OOSAGE : As prescribed by the Physirian.

STORAG€: Store below 3O'C.
prote(fed ftom lighl & moisturc.
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Akums l)rugs & Phannareutirals Ltd
L9,2a,2a, Sdtor-6A, I.l-8., SIDCUI, Ranipur,
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Rx - Thuiic bdn theo tlon

AKUGABALIN- I5O

Dgc ki huong ddn st dung trudc lihi dilng. Ndu cdn thAm th6ng tin cht ildt xin hdi ! ki1n bdc s!.

Thirnh phln
tvtSi vien nang c(mg c6 chria: Ho4t ch6t: pregabalin 150 mg; T6 dugc: lactose, tinh bQt ng6, cellulose vi tinh th6, lactose,

colloidal anhydrous silica, bQt talc tinh khi6t, magnesi stearat

Duqc lgc hgc
Pregabalin li mQt thu6c chiing co gi{t vi giim dau. Pregabalin c6 c6u trtc tuong tg ch6t fc ch6 thin kinh trung uqng
GABA, song kh6ng gin t4rc tiiip voi c6c thy the GABAA, GABAB hay thr,r th6 cria benzodiapin, kh6ng lim tnng rl6p ung
cria GABAa tr€n c6c tii bao thin kinh nu6i c6y, cfrng kh6ng ldm thay <l6i n6ng tlQ GABA tr6n n6o chuQt, kh6ng 6nh
huong tliin thu h6i cfing nhu tho6i gi6ng GABA. TrOn c6c tri bao thAn kinh nu6i cdy, sfr dyng l6u ddi pregabalin sE lim
ting m{t dQ c6c protein vQn chuy6n vi ting tl5c tlQ v{n chuy6n GABA. Pregabalin gin v6i c6c m6 thin kinh trung uong
vdi 6i lyc cao t4i v! tri a2-6(mQt tii5u don vi cira k6nh calci phq thuQc tliQn thil). Mqc dir co ch6 chinh x6c cta pregabalin
chua duo. c Ui6t Aiy ihi, song viQc gin vdi ti6u dcrn vi u2-6 c6 th6 li6n quan d6n t6c dyng giim tlau vd chiSng co gi6t ci.ra

pregabalin. In vitro, pregabalin ldm gi6m sg gi6i ph6ng c6c ch6t d6n truy,5n thin kinh php thuQc calci nhu glutamate,
norepinephrin, peptid li6n quan tliin gen tli6u hda calcitonin vd ch6t P, c6 thi5 th6ng qua tli6u hda chtic ning cta k6nh
calci.

Du'cr. c tlQng hgc

Pregabalin tlugc h6p thu nhanh ch6ng d tludng ti6u h6a vi n6ng <lQ t6i tla d4t dugc sau khi u6ng li 1,5 gio. Sinh khi dqng
tlu<rng u5ng khoring 90o/o. Thtrc in lim giAm t5c dQ chri kh6ng gi6m mric dQ h6p thu, tuy nhi6n tli6u niy kh6ng c6 f nghia
ud lam sing. Ndng d0 i5n dinh d4t duo. c sau khi ut5ng l-2 ngiy. Pregabalin kh6ng gin vdi protein huy6t tuong vd hAu nhu
khdng b! chuy6n h6a. Khoing 98% thu6c dugc diro thAi qua thin dudi dang kh6ng d6i. Thdi gian b6n thrii trung binh li
6,3 gid. Pregabalin ttugc lo4i bo qua thAm phin m6u.

Chi tlinh
Di6u tri chrlmg tlau do nguyCn nh6n thin kinh (nhu: vi6m ddy thin kinh ngo4i vi do tlii th6o tludng, tlau thin kinh sau

herpes)

R5i lo4n lo du lan t6a
fhiii trqp y(ri c6c thu6c chl5ng co gift a6 aieu tri tlQng kinh cqc bQ d ngud'i l6'n.

Eau co do xo h6a

Chiing chi tlinh
Qu6 m5n v6i pregabalin hay b6t kj thdnh phin nio cira thu5c.

Crinh b{o v}r thin trgng

Theo thyc hinh l6m sdng hiQn- t4i, mQt s5 bQnh nhdn bi <l6i th6o tlucrng tlng cdn khi dtng pregabalin c6 thii c6n tti6u chinh

c6c thu6c h4 tluong huyiit. Oi6u tri bing pregabalin thudng xiy ra ch6ng m{t vd bu6n ngt, c6 th6 tdng nguy co xdy ra c6c

tai n4n ch6n thuong (ngfl a nguoi gid. Ngodi ra, phrii chi ddn cho bQnh nhin cdn thfn trgng cho d6n kni hg quen v6i c6c

inh huong c6 thd c6 cua thu6c.

BQnh nhan ddi thdo dudng
ftAO, rO bqnh nhdn c6 th6 tlng cdn khi ili€u tri v6i pregabalin vir cin thi6t phai di,5u chinh c6c thu5c tti6u tr! tl6i th6o tluong

phdn ring qud mdn: d5 c6 b6o c6o v6 c6c trulng hgp phin tug qui min bao gdm c6c.trudng hqp bi pht mqch. N6n dung

didu tri iOi pregabalin ngay lflp tti'c n6u c6 c6c trigu chtmg pht m4ch nhu stmg ph6ng & m{t, d vtng quanh miQng vd

<luong h6 h6p tr6n

Ch6ng mQt, trqng thdi lo mo, miit y thri", lit ldn vd suy nhuqc tdm thdn

Viqc 
"tli6u 

tr! v6i pregabalin thudng xiy ra ch6ng m4t vd budn ngu, c6 th6 t6ng nguy to xay ra cic tai nan chdn thuong

(ngA) e ngudi cao tuOi. fr46t s5 t.uing irqp da duic b6o c6o bao gO* ft: l6n, ls mo, m6t y ttrtc vi suy nhugc tdm thin.Vi

)uv. prrai-rii aa, 
"f.," 

ie"n ,hdn cin ii.ran irqng cho tt6n khi h9 quen vli chc 6nh hu&ng c6 th6 c6 cta thu6c.

inh hudng tAn thi gidc
Circt1cdr,rng kh6ng mong mu5n bao g6m: m6tthi gi5c, nhin nhde ho{c c6 cric thay aOi rurac v€ thi gi6c, phdn lon cict6c

dqng niy thulng tho6ng {ua. Oung ttrirOc cO th€ cnithidn c6c triQu chfmg li6n quan d6n thl gi6c.

Suy thQn

C6c truong hgp suy th4n tt6 du-o. c b6o c6o, trong mQt s6 trudng hqp dung thrr5c cho th6y sg trOi phuc chric ning thfn.

Cdc tdc dqng kh6ng mong 
^u6n 

do dirng thuiic

il;;;6;"r;;;iE";ri fun rran ho6c iai nan voi pregabalin, quan s6t th6y mQt si5 trieu chung dung thu5c trcn c6".P9nh

nnanl C6c triQu chimg tli-tluo.c tl6 cdp tliin bao giim: kh6 ngu, dau dAu, n6n, lo 6u, ti6u chiy, hQi ch[mg crim, cdng thing

,i-,a" f.ri, rra. .a1rr,-d"u, co gi4t, ting ti6t *O 
-t 

Oi vi ch6ng m"[t. BQnh nhdn n6n dugc th6ng b6o vO {rtrng f e-u lfrin9
ndy khi bit ttAu di6u tri. Co gi6t bao g,5m con ttQng kinh toirn thc h6a (co cimg vn gi6t) ho{c con co gi6t k6o ddi c6 th€ xay
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ra khi di'iu tri v6i pregabalin hodc ngay sau khi dtrng thu6c- TriQu ch[mg vd mfc dQ n{ng cria c6c triQu chung dung thu6c
sau khi tli6u tri dii ngdy c6 li6n quun Oiin li,iu dtng c-Ua ttrutic. 

' "--c

Suy tim sung huydt
Di c6 b6o c6o v6 tinh trang suy tim sung huyiSt tren mQt sii b6nh nh6n dtng pregabalin. phAn lon xiy ra tr6n bQnh nh6n
cao tudi bi benh tim mach phii tli6u tri bing pregabalin cho 

"rri 
ai"r', ,ia, kinh. N6n th{n trgng Lni jj.g tirrA"-r* G;;nhdn niry, drmg thutic c6 thiS kh6ng g6y suy iim sung l,uyiit.

Diiu tri dau thin kinh trung txtng do dn thtrong tt)y siing
Trong diAu tri dau thin kinh trung usng ao ton thucrng"tuy s6ng, cric t6c dung trcn hc thin kinh trung uong vi r5i lo4n
gi6c ngu trng l6n. Di6u niy c6 th6 lem tdng c6c t6c durig pt u ao Ia" thu6c dnn! .,rrg 

"a, 
irriaii.ong ur*g hqp niy. N6n

cdn nhic ky khi kC pregabalin cho bQnh nh6n trong trudng hop niy.
C6 y dinh vd hdnh vi tu tic
MQt sii bQnh nh6n tlugc b6o c6o ld c6 ! rlinh hodc hinh vi tu tri khi di6u tri v6i c6c thu6c ch6ng d6ng kinh trong m6t s6
chi tlfnh. Nguy6n nh6n cua nguy cs niy chua duoc bii5t d6n.vd c6c s5 ligu.sin c6 kh6ng khing rtinh duqc su ting]guy cg
ndy Id do pregabalin. B6nh nhdn n€n ilugc ki6m so6t c6c d6u hi€u cho th6y c6 j rlinh hopc hinh vi tu i,i ua aid'u tJ Uirs
bi6n ph6p thfch hqp. B6nh nh6n vd ngudi chim s6c bQnh nh6n ndn duoc tu v6n d6 hi6u rd c6c d6u't,ieu ,e f dlnh hoal
hdnh vi tr,r tri.

Gidm chuc ndng cita dbng fiAu h6a du6'i
Dtng pregabalin ctng v6i c6c thu6c.c6 thii g6y t6o b6n (thu6c girim tlau opioid) c6 th6ldm gi6m chric n6ng dudng ti€u
h6a du6i bao g6m tic ru6t, liQt vn tic ruQt, t6o b6n. Khi dtng [iit tqp thu6c gi6m tlau nh6rn'opioid v6i pregabalin n6n
dtng th6m c6c bign ph6p ch6ng t6o b6n, dac biet d phq nir vi ngudi 

"uo 
tu6i.

NghiQn thuiic
M6t s6 trudng hqp nghi€n thu6c d5 du-o. c b6o c6o. N6n thQn trgng tr6n c6c b€nh nhdn c6 tidn su nghiQn thu6c vd b6nh
nh6n cin dugc kitim so6t ch{t ch6 c6c triQu chrmg l4m dpng pregabalin.
BQnh ndo

M6t s6 trudng hqp bi bQnh n6o tld duqc b6o c6o, phAn l6n trdn c6c b6nh nhdn d6 c6 bQnh t6m thin tru6c 116

LiAn quan diin thdnh phdn fi duqc lactose

Thu5c c6 chria lactose vi vfy kh6ng sri dpng cho c6c bQnh nh6n kh6ng dung nap galactose di truyAn, thiiiu enzym Lapp
lactase ho{c suy ginm h6p thu glucose, galactose

Tu'ong tdc thuiic

Do pregabalin duo. c thrii trri chinh qua nudc ti6u cr d4ng chua chuydn h6a, m6t lugng kh6ng tt6ng ki3 dugc chuy6n h6a (<
2%o crta li6u dirng dugc tim th6y trong nu6c ti6u o dqng chuy6n h6a), kh6ng kim him chuy6n h6athurSc trong 6ng nghiem
(in vitro), vi kh6ng gin vdi protein huy6t tuong, pregabalin kh6ng t4o ra tuong t6c, hoflc bi tucrng t6c duo. c ilQng hqc.

C6c nghidn cfu in vivo cho th6y kh6ng c6 li6n quan vC tuong t6c dugc tl6ng hgc l6m sing v6i phenytoin, carbamazepine,
valproic acid, lamotrigine, gabapentin, lorazepam, oxycodone holc ethanol. ThOm viro tt6, phdn tich hudng tl6i tuong tti
chi ra ring 3 nh6m thu6c thuong dtng bao gdm: cric thu5c chr5ng d6i th6o ttuong dirng iluhng u5ng, c6c thu6c lqi tieu vn
insulin, c6c thu6c ch5ng dQng kinh (nhu: phenytoin, carbamazepin, valproic acid, lamotrigin, phernobarbital, tiagabin vi
topiramat) kh6ng c6 inh huong l6m sdng tl6ng k6 ndo tliin thanh thrii pregatralin. Tuong tg nhu vgy, c6c ph6n tich ndy

cffng cho thAy pregabalin kh6ng c6 6nh hu6ng l6m sdng d6ng k6 ndo d6n thanh thii phenytoin, carbarnazepin, valproic
acid, lamotrigin, topiramat vd phemobarbital.

Dtng chung pregabalin v6i c5c thu5c tr6nh thai dubng u6ng norethisterone vd./ho{c ethinyl estradiol kh6ng 6nh hutng
d6n su 6n dinh vC duo. c dQng hoc cria ca 2 lo?i thu6c.

Dtng nhi6u ngiy iludng u6ng pregabalin ki5t hqp vcri oxycodon, lorazepam, hoflc ethanol kh6ng gdy ra t6c tlQng l6m sdng

quan trong niro 6nh hu<rng tti5n su h6 h6p.

SU c6 mAt cta pregabalin ting th6m r6i lo4n nh4n thfc vir chtc ndng vfn tlQng gdy ra b<ri oxycodon.

Pregabalin ldm tdng ndng tlQ/t6c dqng c[ra rugu, thu6c ch6ng tl6i th6o ducrng nh6m thiazolidinedion, thu6c ric chii tnAn

kinh trung uong, methotrimeprazin, c6c thu6c ric ch6 thu h6i serotonin chgn lgc.

N6ng dQ t6c dqng cta pregabalin b! ting l€n bdi droperipol, hydroxyzin, methotrimeprazin.

N6ng dQ vh t6c dqng ciia pregabalin bi giim <Ii boi ketorolac, kr:torolac (nho miri), ketorolac (cluong tohn th6n),
metfloquin.

Anh hu6'ng tr6n khi nlng l6i xe vi vfln hirnh m6y m6c: Pregabalin c6 th6 gdy ch6ng m4t ho4c budn ngti. Do v$y, bQnh

nhdn rlugc khuy6n kh6ng ndn l6i xe, vQn hinh m6y m6c phri'c t4p hoi:c tham ra c6c ho4t dQng m4o hi6m kh6c cho tli5n khi
x6c ttinh iluq. c thudc c6 inh huong d6n viQc thgc hiQn c6c ho4t dQng niry kh6ng.

Sfr dgng cho phg nii'c6 thai: chua c6 c6c dir liQu dAy <tu v6 viQc srr dyng pregabalin cho phq n[ c6 thai. Kh6ng ndn dtrng
pregabalin khi tlang mang thai trtr khi that cin thi6t, n6u lgi ich mang l4i ciro ngudi mg 16 rirng quan trgng hon khi ndng

riri ro d5i vdi thai nhi. Phrii su dqng biQn ph6p tr6nh thai hiQu qui A6i vOi phu nir c6 khri nlng mang thai.
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t
:

Sti'dgng cho phg nit cho con b[: chua bii5t pregabalin c6 duo. c bni ti6t qua siia mg hay kh6ng, do v{y kh6ng rlugc nu6i
con bing s[ia mg khi tlang dtng thui5c.

Tdc dgng kh6ng mong mu6n

Thudng gQp: Tim mpch: pht ngo4i vi; TKTW: ch6ng m{t, ngir gd, m6t ai6u vfln, <lau ttiu; H€ ti6u h6a: t6ng cdn, kh6
miQng; H9 co - xuong: run co; Mit: nhin md, song thi; Kh6c: nhi6m khudn.

it g4p: Tim m4ch: ilau nggc,. phr); TKTW: vi6m ddy thin kinh, suy nghi b6t thtrong, mQt m6i, lt l5n, sing khorii, r6i lo4n
i. ,

ng6n ngt,.rdi lo4n chri j, mdt ph6i hqp dQng tec, m6t/giem tri nhd, ilau, ch6ng n.r{t, cim gi6c b6t thuong/giim cim gi6c,
lo ling, trdm cim, mrit alnn hu6ng, ngu lim, s5t, mdt nhin c6ch, tdng truong h;c co, tr4ng thrii li bi, sirng s<r hoAc kfch
tlQng; Da: phri m4t, ,6t tha* tin, ngfa; NOi ti6t vd chuyiin h6a: ri dich, girim glucose truyi5q Oa diy - ru6t: t6o b6n, thdm
en, diy hoi, ndn, tlau b-png, vi6m d4 diy - rudt; Sinh duc-ti6t ni6u: ti6u nhiduvd ti6u kh6ng tp chri, m6t khoai cim, gi6m
tinh dpc; M6u: giim tiriu ciu; Co xuong: r5i loqn thlng bing, d6ng tli b6t thudng, y6u c<r, ttau kh6p, gift co, rlau lmg, co
thit co, gift.rung co, di cim, tlng CPK, chuQt r[t, dau co, nhugc co; VtEt: ri5i loan th! gi6c, gi6m thi- lgc, rung gi6t nhan
ciu, vi6m k6t mac; Tai: giim thinh luc; Hd h6p: vi6m xoang, kh6 thO, vi6m ph6 quin, vi6m hong-thanh quAn; fh6c: h6i
chung gii crim, phdn rmg di rmg

HiAm gQp: Ap *e, suy th4n c6p, lQ thuQc thu6c (hiiim gip), kich dgng, albumin niQu, phin ung phin vQ, thi6u miiu, pht
, l,
hqp, r6i loan ng6n ngt, vi€m da ddy, ngtmg thd
* Thdng bdo cho bdc si nhting tdc dqng kh6ng mong muiin gdp phdi khi dilng thui5c.

Li6u dtrng vir cdch ding
AKUGABALIN dugc dtng u6ng, chia lim 2-3lin m6i ngdy, uiing ctng holc kh6ng cirng vdi thfc 6n.

Khi ngmg dtng thu6c, phii giim li6u tir tir trong vdng tOi thi6u 1 tuAn.

- H6 trq di6u tri tlQng kinh qrc bQ d nguoi lon: li6u khdi diu li l50mg, ui5ng hdng ngiry, sau il6 tdng ddn li6u l6n sau
m5i tuAn tiy theo d6p img, tdi 300mg/ngiy sau tl6 li 600mg/ngdy.

- Di6u tri chung tlau thin kinh do d6i th6o iluong: r.

Li6u khuyi5n c6o li 150 mg/ngdy chia ldm 3 lAn. Li6u c6 th6 tlng trong mQt tuin t6i li6u t6i da 300 mg/ngiy chia ldm .

3 lAn. Tdng thdm lidu kh6ng ting thdm hiQu qua diAu tr!, nhtmg tdng th6m t6c dqng kh6ng mong mutin. :

- Di6u tri dau do vi6m ddy thin kinh, dau sau khi bl herpes: li6u khuy6n c6o ld 150 mg - 300 mg chia 2 4 ldntngiry, c6
th,5 tang dAn tdi 300 mglngny trong vdng I tuin tty theo hiQu qua vi itQ dung n4p thu6c. Niiu v5n kh6ng ttO sau 2-4
tuin di€u tr!, c6 th6 tdng li6u ti5n 600 mg chia 2 -3 lin/ngdy. Li6u vugt qu6 300mg/ngiy chi dinh cho ngudi vdn dau
vd dung nqp tlugc li€u 30Omg/ngny

- Di6u tri chrmg dau co do xo h6a: li6u khoi diu ln l5Omg/ngdy, c6 th6 tang l6n 300 - 450 mg/ngiry sau mQt tudn n6u

cin thiiit.

Pregabalin dugc thAi tru chir y6u qra thqn phii <li6u chinh liAu & bQnh nhdn suy thfln: N
+ Ed thanh thii creatinin 30 - dudi 60 ml/phrit: bit diu 75 mglngity,t6i da 300 mg/ngiy chia 2-3 lin. f\
+ D6 thanh thii creatinin l5 - dudi 3Oml/phrit: bit tliu 25 - 50 mg/ngiry, t5i da I 50 mg/ngdy dtng I lin duy nh6t. )= ll
+ D6 thanh thii creatinin du6i I 5ml/phtt: bit tliu 25mglngdy , t6i da I Smglngiy dtng I l6n duy nh6t. \, li ll

;#HilllT,T.phdn 
m6u cin du-o.c nh4n thcm mQt li6u b6 sung 2s - 100 mg pregabalin nsay sau m6i auoitndfl

Dirng thui5c tr6n bQnh nhdn suy gan: kh6ng cAn chinh li6u tr6n c6c bQnh nhdn suy gan.

Dtng thutic cho tr6 em: sU an toin vi hieu qui cta pregabalin tr6n tr6 em dudi l2 tu6i chua duo. c thiiSt lflp.

- Dtng thu6c tr6n thi6u ni6n (12-17 tutii): bQnh nh6n thi6u ni6n bi ttQng kinh c6 thi5 dtng liAu nhu ngudi lon.

HiQu qui vir an tohn cira pregbaline trdn c6c bQnh nh6n dudi l 8 tuOi bi dau thin kinh chua dugc thi6t lap.

- Ding thu6c cho ngudi gii: khdng cin chinh liAu v6i ngudi giir, trir tru&ng hqp t6n thucrng chric ndng thfn.

Qui lidu
Trong trudng hqp qu6 li6u diin 159, kh6ng c6 t6c dpng kh6ng mong mudn niro dugc b6o c6o. Dirng. qu6 li6u pregabalin,

kh6ng c6 ttruOc gial dQc tlac hiQu, n6u c6 chi ttinh, g6y n6n hoflc rfta d4 diy, duy tri <Iudng tho ni5u cin. Ei6u tri tri€u

chung h6 trg. ThAm phdn m6u n6u cAn thi6t (loai bo khoring 50oh pregabalin trong a gid).

D6ng g6i: HQp 3 vi x 10 vi6n nang.

H3n dtng: 24 thdngk6 ttr ngiy sin xu6t. Khdng dirng thui5c qu6 h4n su dqng.

Bf,o quin: Bdro qudn duoi 30oC, tr6nh Am vd 6nh s6ng. DE NGOAI fAU fay TRE EM.

Nhir sin xudt: RKUMS Drugs & Pharmaceuticals Ltd., dia chi: 19,20,21 Sector 6A, I.I.E. SIDCUL Ranipur Haridwar

TUQ.CUC TRUSNG
P.TRITNG PHONG

li

o

24g4O3,Uttarakhand, An DQ

9iq*%1,11/,n #&*/,

e

a

C:

^/L

.,:,1
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